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Introduction According to the requirements of 21 CFR 807.92, the following information
provides sufficient detail to understand the basis for a determination of
substantial equivalence.

Submitter Roche Diagnostics
name, address, 9115 Hague Road, P.O. Box 50416
contact Indianapolis, IN 46250-0416

317-521-3501

Contact Person: Kelly Colleen O'Maine Adams
Phone: 317-521-3577
Fax: 317-521-2324
Email: colleen.adams(hroche.com

Secondary Contact: Stephanie Oreeman
Phone: 317-521-2458
Fax: 317-521-2324
Email: stephanie.greeman(Throche.com

Date Prepared: July 22, 2011

Device Name Proprietary name: Elecsys Myoglobin CalCheck 5
Common name: Myoglobin CalCheck 5
Classification name: Single (specified) analyte controls (assayed and
unassayed)

Predicate The Elecsys Myoglobin CalCheck 5 is substantially equivalent to other
device products in commercial distribution intended for similar use. We claim

equivalency to the currently marketed Elecsys Digoxin CalCheck 5
(K102044).

Device The Elecsys Myoglobin CalCheck 5 is a liquid product consisting of human
Description myoglobin in a buffer/protein (bovine serum) matrix. During manufacture,

the analyte is spiked into the matrix at the desired concentration levels.

Intended use The Elecsys Myoglobin CalCheck 5 is an assayed control for use in
calibration verification and for use in the verification of the assay range
established by the Elecsys Myoglobiri reagent on the indicated Elecsys and
cobas e immunoassay analyzers.

Continued on next page
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Comparison Table The table below compares Elecsys Myoglobin CalCheck 5 with the predicate
devices, Elecsys Digoxin CalCheck 5 (K102044).

Characteristic Elecsys Myoglobin CalCheck 5 Elecsys Digoxin CalCheck 5
__________(Candidate) (K(102044)

Intended Use The Elecsys Myoglobin Calcheck 5 is The Elecsys Digoxin Calcheck 5 is an
an assayed control for use in assayed control for use in calibration
calibration verification and for use in verification and for use in the
the verification of the assay range verification of the assay range
established by the Elecsys Myoglobin established by the Elecsys Digoxin
reagent on the indicated Elecsys and reagent on the indicated Elecsys and
cohas e immunoassay analyzers. cobas e immunoassay analyzers.

Analyte Myoglobin Digoxin

Levels Five Same

Format Liquid Same

Handling Mix gently by inversion to ensure Same
_____________homogeneity. ________________

Stability Unopened: Unopened:
*Store at 2-80C until expiration date a Same

Opened: Opened:.
*20-25 0 C: 4 hours @ 20-250 C: 6 hours

Matrix Bovine serum matrix Same

Performance The Elecsys Myoglobin CalCheck 5 was evaluated for value assignment and
Characteristics stability.



< D EPARHTM ENT OF I I EA LTH & H IA A N SERIZ[CES Publi'c Health Service

F ood a nd DgAdctiW st ation

Rok r~nsIc Silver Spring, MD 20993
Ms. IKellyv Colleen 0 Maie Adams
9 1 15 I-la~lue Road S?1 24
Inclianapol is, IN 46250-04 16

Re: kI 1113
Trade/Device Name: Fleesys Myoglobin CalChleck DS
RetLiulo lNumber: 21 GFR 862.1.660
Regulation Name: Qulality Control Ma~tterial (Assax'ed and Unassayed)
Regtr Intory Class: Class I, reerel
Prod net CodeC: J IX
Da ted: 22 July. 2M1
Received: 27 fiul%, 20 11

Dear Ms. Adams:

We haive reviewedI your1 Section 5 1.0(k) premiarket notification of intent to market the device:
referenced above anid have determined thie device is substanltially equliialt (for1 the inidications
for useu siud inl the eniclosure) to legally marketed predicate devices marketed in intersltte
collmce tnm o Ma 8 96, thie eniactment date of thie Meldical Device Amndments, or to
dlev ices that 11have bee n reclassifled in accordance wvith thie provisions of the Federal Bood; DrIMi
and Cosmectic Act (Act) that dIO not requtrie apprIoval of a premiarket approval application (I)MA).
You may, therefore. maarket thie device, subject to thle general co ntrolIs prox' sin ns of the Act. The
"erieral controls provisions ofl(the Act include requirements for annual regoitrationi listin" Of
deCvics. (o0od 1tifaling( practice, labeling, and prohibitions ains~lt mlisbrlandin an1 Md
adulIteration.

11 your device is cl assiflied (see above) into class 11 (Special Gont rol s), it May be subjct to s LICh
add it ionalI controls. ix isting major reg-ulations affecting you r device can be foundC inl Title 27
Code of Federal Regt lations (CF), Parts 800 to 895. In addition, FDA may Pt'bI ish fu rther'
a nn1ou F~neC eits concern1ing1 your device in thie Federal Register.

P lease be advised that f'DA's i ssuanice of a substantial eqtivalence determination does; not mnean
that FDA has ide a determination that your device complies with other requirements of thle Act
or any Federal sttites anrd regulations adinistered by other Federal agenicies. YOU 1m mISt
Comply wvith all the Act's requirements, inclUding. but riot limited to: registration and listing (2 1
CFR Part 807);: labeling (21 CFR Parts 801 and 809); medical device reporting (reporting of
medical device-reclated adverse eve nts) (211 CFR 803); and goodI rnlantifaCtu ri rig practice
reqluireriterts ats set forth in the qutality' systems (OS) regltinl (21 CR Part 820). This letter

will allow you to beginl mlarketingu your device ats descr ibed inl V Setoin 5110(k) pririket
notificatiorn. The FDA findling, of' substantial eqtiValerICe of' Vy1t1r device to at legally mnarketed
predlicatle device restilts inl at classifiationl for yoLr device arnd thu.]Sl errflitS YOtir deOvic to
proceedl to the( mlarket
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If YOU desires spcif ic advice for your dev ice onl our* labeling regulation (21 CFR Part 801), please con tact thle
Office of In imo Diagnostic Device Evaluation and Safety at (301) 796-5450. Also, please note the
regulation entitled, 'Misbranding by reference to premarket notification" (21 CFR Part 807.97). For
qtiestions regarding postmarket surveillance, please contact CDRI-i's Office of Surveillance and Biomletric's
(OSE's) Division of Postmarker Surveillance at (30]) 796-5760. For questions regarding the reporting of
adverse events tinder the MDR regulation (21 CFR Pant 803), please go to
lhttp://www .fda.2ovm ,edicailDevices/SafetvmReportaProblelni/defatllthtlm for the CDRI1 s Office of
Surveillance and Biomietrics/Division of Postmarket Surveillance.

YOU may obtain other general information onl your responsibilities Under the Act fromt the Division of Small
Manufacturers, International and Consumer Assistance at'its toll-freeC number (800) 638-2041 or ( 301 ) 796-
5680 or at its Internet address lhttp://wwwv.fda.2ovfNedicaIDc\vices/ResotIr-cesforYou/ti(dustrY/defauitll.

Sincerely yours,

Courtney 1-1. Lias, Ph.D.
Director
Division of Chemistry and Toxicology
Office of In Vitro Diagnostic Device

Evaluation and Safety
Center for Devices and Radiological Health

Enclosure



Indication for Use

510(k) Number (if known): fK 11 )-- 113
Device Name: Eleesys Myoglobin CaiCheck 5

Indication For Use:

The Elecsys Myoglobin CalCheck 5 is an assayed control for use in calibration
verification and for use in the verification of the assay range established by the Elecsys
Myoglobin reagent on the indicated Elecsys and cobas e immunoassay analyzers.

Prescription Use X And/Or Over the Counter Use __

(21 CFR Part 801 Subpart D) (21 CFR Part 801 Subpart C)

(P'LEASE DO NOT WRITE BELOW THIS LINE; CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Device Evaluation and Safety (OLVD)

Division Sign-Off
Office of In Vitro Diagnostic Device
Evaluation and Safety
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